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Ir ce all \/r aity

LORNWIICI rn" chosen design
thie calise-and-effect

D' between the treatment and
| 'rr

establishes the absence of a relationship
implies an absence of a cause-and-
effect relationship
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" 150) TeeaeE pessible design:
— DEESNE UIE 9) i alternative explanations?

~ WilNeeenvinee intervention protagonists
that the treatment isn't the active
Ingredient?
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IRtErr I Validity

MExpEmental mor'r:JJ]"r\]*
—lessppsyehielogically minded drop out
~ISEleeuBRNntEractions

~ Problematic randomization interacts with
- any of rrw O her threats
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ERlanced CONSORT
JIJ lel<iilg
' 'pa'u:ticipants were

‘random allocation",
gned").

Iya

~ of rationale

METHODS

3 Participants: Eligibility criteria for participants and
the settings/ locations where the data were collected.
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s of the interventions
OW and when they

nd, when applicable, any
nhance the quality of
., multiple observations, training

of assessors).
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. ethod used to generate
catla sequence, including details of

*1any iction (e.g., blocking, stratification).

9 AIIocatlo concealment:Method used to implement
the random allocation sequence (e.g., numbered
containers or central telephone), clarlfylng whether
the sequence was concealed until interventions were

assigned.
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lled participants, and who

to their gi)ups.
Whether or not participants,
interventions, and those

evaluated.

12 Statistical met';10ds: Statistical methods used to
compare groups for primary outcome(s); Methods for
additional analyses, such as subgroup analyses and

adjusted analyses.
12/31/2002 Summer Training Inst. for 11
Randomized Clinical Trials involving

DA ax 1 rrn T Tnt aser 7oaen s T —



primary outcome. Describe protocol

deviations 'dy as planned, together with
reasons.
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Follow up

Analysis

Assessed for

eligibility (n = ...

Excluded {n = ...

Mot meeting
inclusion criteria

n=..1

F efuzed to paricipate
n= ..1

Other reasons (no= ...

J

Randomised {n= ...

)|

Allocated to inter ention
tn= .12

R eceived allocated
intervention (n=..7)

Did not receive allocated
intervention
[dive reasons)iin = ..]

Lost to follow up (n = ...
(dive reasons)

Discontinued intervention
n=_..3){dive reasons)

Anaksedin = ..}

E xcluded from analysis
[give reason=slin = ... 0
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Did not receive allocated
intervention
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(dive reasons)

Discontinued intervention
fh=__){dive reasans)
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i

periods of

i > demographic and clinical
| group.

16 I Number of participants
r(cc each group included in each

analysis and w ﬁer the analysis was by intention-
to-treat". State

feasible (e.g., 10/20, not 50%).
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s

: For each primary and

agof results for each
d effect size and its precision

subgroup anc es and adjusted analyses, indicating
those pre-specifiﬁ and those exploratory.

19 Adverse events: All important adverse events or
side effects in each intervention group.
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results in the context of current evidence.
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Bar JrJ\/JOrrJ‘ *SORT

'1 ner of testing, and

manner of testing, and
eceipt and enactment. (N/A

preference ,uwoe reported. (N/A okay)

26 Training of treatment provider(s) should be
reported. (N/A okay)
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RE-AlV*Criteria
‘which the study

be hd ate of those excluded
ation rates among those

I
he representativeness of participants by
| mple to known demographics of

site/city/area. (N/A okay)
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studled by comparing to major characteristics of local
area sites. (N/A okay)
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> treatment providers
ntual users of the

port on the extent to which each
| intervention is delivered as
intended in the tocol. If different treatment
providers delivered components ensure that this is
clear in the report.(N/A okay)
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r any specific measures
deliver the

included at least a 6-month follow-up. (N/A okay)
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reimbursement schedules
etc
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